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JDonatok 30

Ao Mopagky NpoBeAeHHA eKCnepTM3n peecTpauiiHnx maTepianis Ha nikapcbki 3acobwm,
LLI0 NOAAITLCA HA AEPXABHY peecTpaLilo (nepepeecTpaLiio),

a TakoX eKcrnepTusu matepianis Npo BHECEHHS 3MiH A0 peecTpauiiiHux MaTepianis
NPOTAroM Aii peecTpauiiHoro NoceigyYeHHs

(NyHKT 4 posginy IV)
3BIT Npo KniHiYHE BUNPOOYBaHHS

1. Ha3spa mikapcbkoro 3aco0y (3a HasBHocTi — IledopT

HOMED pEECTPaIiitHOrO MOCBITIEHH) [Topomrok Ayt po3duHy s i’ ekuiit abo indysiinmo I r
y ¢aKoHax.

2. 3asBHUK Antubiotuku CA, PymyHis

3. BupobHuk Antubiotnku CA, PymyHis (BTOpUHHE NTaKyBaHH:,

TECTYBaHHS, BUILyCK cepil)

Cinogapm Xuron (Illenswxens) @apmacsrotukai Ko.,
JItn., Kutait (BUpOOHHUIITBO KiHIIEBOTO NPOIYKTY,
[IepBUHHE NIaKyBaHH)

4. TIpoBeneH1 JOCTIIKEHHS: o Tak VY Hi SKIIIO Hi, OOIPYHTYBaTH

3riguo ct. 10(1) KepiBaunrea
2001/83/EC, nns reHepUYHIX
JiKapchKUX 3ac0o0iB, KIiHIUHI
JOCIIDKEHHSI HE IPOBOISITECS.

BigmoBigHo M0 pekoMeH Al
kepiBHunTea CPMP mono
JNOCTIIDKEeHHS G10/T0CTYITHOCTI
ta 6ioekBiBaienTHOCTI (CPMP
/ EWP / QWP /1401/98),
JIOCII/DKEHHS
010€KBIBaNEeHTHOCTI HE
IIPOBOJISATHCH, SKIIO
IOCTIKYBaHUH IPOAYKT
BBOIMTHCS BHYTPIIIHEOBEHHO Y
BHTJISA/I1 BOJHOTO PO3YUHY, IO
MICTHTD Ty caMy IOy
pe4yoBHHY, 10 ¥ pedepeHTHHH
mpernapar.

1) Tun nikapcekoro 3aco0y, 3a IKUM I'enepuunnit
- IpOBOJMIACS 200 ILUIAHYETHCS peecTpais



5. [ToBHa Ha3Ba KJIiHIYHOTO BUIIPOOyBaHHS,
KOJIOBaHHI HOMEP KIIIHIYHOTO BUIIPOOYBaHHS

6. ®a3a KJIIHITHOTO BUMPOOYBaHHS

7. Ilepion mpoBeAEHHS KIiHIYHOTO
BUNIPOOYBaHHS

8. Kpainu, me mpoBoamunocs KIiHi4HE
BUNPOOYBaHHSA

9. KipKiCTh MOCHIKYBaHUX

10. Mera Ta BTOpMHHI T KJIIHIIHOTO

BUTIPOOyBaHHS

11. Jluzaiin KIiHIYHOTrO BUNIPOOYBaHHS

12. OcBOBHI KpuTepii BKIIOYEHHS

13. ocnimkyBaHuii TikapchKuii 3acib, crioci6

3aCTOCYBaHHS, CHJIa Oii

14. IlpenapaT mopiBHAHHA, 103, CIIOCIO

3aCTOCYBaHHS, cuna il

15. CynyTHs Tepamist

16. Kpurepii oninku eheKTHBHOCTI

17. Kpurepii oninku 6e3nexu

18. CratucTvuni MeToau

Ha HagaeThes, OCKUIBKY KIIIHIYHI JOCTIDKEHHS He
TIPOBOIMIACA.

Ha Hamaerbed, OCKUIBKHM KIIIHIYHI OCTIMKEHHS HE
HPOBOIUIIHCA.

Ha HamaeTbed, OCKINBLKY KIIIHIYHI JOCTIIKEHHS HE
TIPOBOJIMJIHCS.

Ha HanmaeTses, OCKIIBKY KIIIHIYHI JOCTIDKEHHS HE
TIPOBOTAITACA.

Ha namaerscd, OCKIIBKY KIIIHIYHI JOCTi/DKEHHS HE
MPOBOIUITHCS.

Ha namaeTbed, OCKUILKH KIIIHIYHI JOCTIKEHHS HE
TIPOBOIHITACS.

Ha HapmaeTsest, OCKIIBKY KITiHIYHI JOCTIIKEHHS HE
IIPOBOJIMIIHCSL.

Ha Hamaerbed, OCKIIBKE KIIIHIYHI JOCTIIKCHHS HE
TTPOBO/THIIHCSL.

Ha namaethes, oCcKiNBKH KIIHIYHI JOCTIDKEHHS He
TIPOBOAMITUCS.

Ha Hamaerbes, OCKIIBLKA KIIHIYHI JOCTIPKEHHS HE
TIPOBO/IHAIIHCA.

Ha Hanaerbes, OCKIIBKY KIIIHIYHI JOCTiKEHHS HE
IIPOBO/THITUCA.

Ha namaetbes, OCKUIBKH KITIHIYHI JOCITIKEHHS HE
IIPOBOIVITACSL.

Ha Hamaerbed, OCKIIBKH KITIHIYHI JOCITIHKCHHS HE
IIPOBOIHITHCS.

Ha HamaeTbes, OCKITBLKY KIIHIYHI JOCTIHKEHHS HE
IIPOBOIMITHCAL.



19. lemorpadiusi moxa3HUKY JOCHiHKyBaHO1
monyJsmii (cTaTh, Bik, paca, TOIIO)

20. Pesynbratu €(eKTUBHOCTL

21. PesynsraTtu 6€3meKku

BasiBHUK

Ha magaeTsed, OCKIIBKY KIIHIYHI ZOCHIDKEHHS He
MPOBOIHIICA.

Ha magaeTbes, OCKIIBKYE KIIHITHI JOCTIDKEHHS He
TPOBOIHIIHCAL.

Ha nagaetsed, OCKUTBKY KIIIHI9HI JOCTIDKEHHS He
TIPOBOJIHIIACSL.

Ha HanaeThes, OCKIBKY KIIHITHI JOCTIIKEHHS HE
TIPOBOIFITACA.

(nmignuc)

(BacHuK
peecTpauiifHoro
TTOCBITYEHHS )




Hdopatok 29

no Mopsaky NpoBeaeHHN eKcnepTuan peecTpaliiiHux maTepianis Ha nikapcbki 3acodn,
1[0 NOAATLCS Ha AepXaBHY peecTpaLliio (nepepeecTpawiio),

a TaKkoXX eKcnepTuan MaTtepianis Npo BHECEHHS 3MiH A0 peecTpaLiiHuX maTepianis
NpoTArom aii peecTpaLiiHoro NocBig4YeHHS

(nyHkT 4 posginy V)

3BiT NPO AOKIHIYHI AOCNigXKEeHHS

' 1. Ha3Ba nixapcbKoro HedoprT.

3acoby (3a HasBHOCTI —  [Topomiok Uit po3uuHy IUIs iH’eKii abo indysii mo 1 ry ¢nakoHax.
' HOMep peecTpanifHoro

HOCBITIEHHS):

1) THm JIIKaPCHKOTO I'enepuyanmit

3aco0y, 3a SIKUM
nmpoBoauiacs abo

TUIaHYETHCSI peecTpanis
2) mpoBenecHi o TaK v Hi SKIIO Hi, 0OTpyHTYBaTU
JOCIIIKEHHS
BracHi moxmiHigHI JOCTIKEHHS He
HPOBOJMJINCS, BiITIOBIAHO JI0 BUMOT CT.
10(1) Kepiraumrea 2001/83/EC:
«KOIHHUX JOMATKOBUX (apMaKoIOTi9HUX,
(bapMaKkoKiHETUIHUX abo
TOKCHKOJIOTIYHHX JOCIi/DKEHHS Ha
TBapHHAaX JJIs1 TeHEPUKIB HE
TIPOBOUTHCS)
2. dapMaKoJIoTis: ®apMaKoJIOrivHi JOCTIPKEHHS HE IPOBOJMIUCA.
1) mepBuBHA He HamaeThes, OCKUTBKH (hapMaKoJIOTiuHi JOCTiIXKECHHS HE [IPOBOIHIIMCS.
dapmakoHaMiKa
2) BTOpUHHA He namaeTbes, OCKITBKH (apMaKoIOTiuHi TOCTIIKECHHS HE IIPOBOJIHIIKMCA.
bapmakoguHAMIKa
3) dbapmakosoris He HamaeThes, OCKITBEKH (apMaKkoIoTiuHi JOCIiKEHHS HE [IPOBOIMIIHCS.
Oe3nexn
4) papmaxomuHaMIYHI He HagaeThes, OCKIIBKH (apMaKoJIOTivHI JOCTIIKEHHS He IPOBOAMIKCA.

B3aeMomil



3. ®apmakokineTrka: PapMakOKiHETHYHI JOCIIDKEHHS He IIPOBOJUIUC.

1) apamitigni Metoauku | He HamaeTbesi, OCKLIBKY GapMaKkOKiHETHYHI JOCHI/DKEHHS HE

Ta 3BiTH MOAO 1X TIPOBOIMIIHCS.

Basimarl

2) BCMOKTYBaHHS He Hamaethes, OCKIBKH (apMaKOKIHETHYHI JOCTIUKEHHS HeE
IIPOBOIVITUCS.

3) posnmoain He HamaeTses, OCKITbKE (hapMaKOKIHETHYHI JOCTIKEHHS HE
IIPOBOTAITHCS.

4) merabonizm He vanmaerses, OCKibKH GapMakoKiHETHYHI OCIIPKEHHS He
TIPOBOZMJIHCS.

5) BUBeIeHHA He HamaeTbes, OCKibKY (apMaKOKiHETUYHI JOCIIKEHHS HE
IIPOBOJMIIHCS.

6) papMakoKiHETHYHI He HamaeThest, OCKiNBKY (apMaKOKiHETUYHI TOCTIKEHHS HE

B3aEMOJIT (IOKJTiHIYHI)  IPOBOAMIKCA.

7) iHmmi He HamaeTncd, ocKiapKu apMaKOKIHETHYHI TOCITIDKEHHS He
dapMaKOKiHETHYHI IIPOBOJIMIINCS.
JIOCTi KEHHS

4. Toxcukoorisi: TOKCHKOJIOTIYHI JOCTIKEHHS HE IPOBOAMIIMCS.

1) TokcHUHICTE ¥ pasi He HamaeThCs, OCKIIBKU TOKCHKOJIOTIYHI TOCIIKEHHS HE TPOBOIHIIUC.
OJTHOPa30BOT'O BBEACHHS

2) TOKCHYHICTh y pasi He HamaeThCs, OCKUIBKH TOKCHKONOTI4HI JOCIIPKEHHS HE MPOBOIMIINCS.
TIOBTOPHUX BBEIICHD

3) reHOTOKCHYHICTD: He HagaeTscst, OCKIIBKM TOKCHKOJIOTIYHI TOCTIPKEHHS HE ITPOBOIUIIHCS.
in vitro
in vivo (BKIIIOYAIO4H He HamaeThbCs1, OCKINBKH TOKCHKOJIOTIYHI JOCTiPKEHHS HE ITPOBOAUIIHCS.

JOAATKOBY OLIHKY
3 TOKCHKOKIHETHKH )

4) XaHIIEPOTCHHICTD: He HagaeTscs, OCKUIBKH TOKCHKOJIOTIYHI TOCTIKEHHS HE IPOBOAMIIUCSL.



JIOBrOCTPOKOBI
JOCIIDKEHHS

KOPOTKOCTPOKOBI
JOoCHipKeHHs abo
JOCHIIDKEHHS CepeaHbOL
TPHUBAIOCTI

JONATKOB1 OOCIiHKEHHS

5) penpoayKTHBHA
TOKCHYHICTE Ta
TOKCHYHUI BIINUB

Ha PO3BUTOK ITOTOMCTBA!

BILUTHB Ha QEePTHIIBHICTS 1
paHHii eMOpioHaNbHUI
PO3BHTOK

eMOpIOTOKCHYHICTD

IpeHaTajibHa 1
[IOCTHATAJILHA
TOKCHYHICTh

TOCTIiIXKEHHS, TIPH SKUX
npernapar yBOIUTHCS
TIOTOMCTBY
(HecTaTeBO3pLIIAM
TBapWHAM) Ta/abo
OLIIHIOETRCA BigmaneHa
st

6) micuepa
NEePEHOCHMICTh

7) IOIaTKOBI
JOCIH DKEHHS
TOKCHYHOCTI:

AHTUTEHHICTh
(YyTBOpEHHS aHTHUTLI)

He HamaeThes, OCKIIBKH TOKCHKOJIOTIUHI JIOCHIDKCHHS HE IIPOBOAUIIUCSL.

He magaerses, OCKINBKH TOKCHKOJIOTIUHI JOCTIIUKEHHS HE TPOBOIAITUCS.

He nanaetbes, OCKiIBKHA TOKCHKOJIOTIUHI JOCTIIKEHHS HE TPOBOIUIHCS.

He HamaeTbest, OCKITBKHA TOKCUKOIOTIYHI TOCTIKEHHS HE ITPOBOIAMIIMCS.

He Ha1a€ThCA, OCKIJIBKH TOKCHKOJIOTiUH1 JIOCJIiI[)KeHHSI HE ITPOBOAUITACA.

He magaeTbes, OCKLIBKH TOKCHKOJIOTIYHI JOCTIIKEHHS HE TPOBOIIUCS.

He HamaeThest, OCKIIBKY TOKCHKOJIOTIUHI AOCIIIPKEHHS HE IPOBOVIIUCS.

He magaeTbes, OCKiIIBKHA TOKCHKOJIOTIUHI JOCTIIKEHHS HE TIPOBOIMIINCS.

He Hagaerbest, OCKiNBKYU TOKCHKOJIOTIUHI JOCTiIPKEHHS HE POBOIUIIUCS.

He Hamaerbes, OCKINBKYA TOKCHKOJIOTTYHI OCTIKEHHS HE IIPOBOIMIIHCS.

He HagaeTbes, OCKiINBKH TOKCUKOJIOTIUHI JOCTIPKEHHS HE ITPOBOIHIILCS.



Y

IMYHOTOKCHYHICTH He nangaeTncs, OCKiIBKH TOKCHKOJIOTIYHI JOCTIIKEHHs! HE IIPOBOIAIKCS.

JOCIIiMKeHHs MeXxaHi3MiB He HamaeTsCst, OCKIIBKM TOKCHKOJIOTiYHI JOCIIDKEHHA HE IPOBOIMINC.
aii

JKapchKa 3aleXHICTh He HamaeThes, OCKUIBKH TOKCHKOJIOTITHI JOCIIKCHHS HE MPOBOIUIIHCSL.

TOKCHYHiCTh MeTabomiTiB He HamaeThCs, OCKiIGKM TOKCHKOJIOTIUHI TOCII/PKEHHS He MPOBOIMIHC.

TOKCHYHICTh JJOMIIIOK He HagaeTscs, OCKUIBKH TOKCHKOJOTITHI JOCTIIKEHHS HE TIPOBO THIIKC.
iHmITe He nanaeThes, OCKUIEKH TOKCHKOJIOTITHI AOCII/DKEHHS HE IIPOBOMITHCS.
5. BUCHOBKH MOJO H 1, OCKLIBKY BJIACHI TOKTiHIYHI JOCIIHKEHHS HE IPOBOMIINACA,

NOKIIHIYHOIO BHBYECHHS

3asBHUK
(BTACHHUK
peecTpaiiiHoro
MOCBITYECHHS)




Hoaarok 30

Ao Mopsaky MPOBEAEHHS ekcnepTuay PeecTpauininx matepianis Ha nikapceKi 3acobu,
Lo nogatoTbes Ha AepxaBHy peecTpaliiio (nepepeGCTpauim),

a TaKoxX exkcnepTusn MaTepianis npo BHeceHHs 3MiH 0 peecTpaiitHux MaTepianis
npoTarom gii peectpauiittoro nocBigyYeHHs

(nyHkT 4 po3ainy 1V)

WET G KOiMMMS sun DOLVEE M

1. Hasga nikapcrkoro 3aco0y (3a HassBHOCT] — Legopr

HOMED peecTpariitaoro NOCBIIYCHHs) Iopontox g PO39MRY [uIs 10’ €Kil abo Hbys3ii o 2 1
y (hirakonax.

2. 3agBHUK AHTHOIOTHKH CA, Pymynis

3. Bupobunx AHTtubiotuxn CA, Pymynis (BTopunne HaKyBaHHs,

TECTyBaHHA, BUIyCK Cepif)

Cirodapm XKion (Ienpwrens) DapMaceOTHKAT Ko.,
JIta., Kurait (BHpOGHUNTRO KiHIleroro HOPOJyKTY,
TICPBUHHE NIaKyBaHHS)

4. IpoBeneni JOCIIIKEHHS ! o Tak Y Hi AKIO HI, OBIPYHTYBaTH

3rimuo cr. 10(1) Kepisunmnzea
2001/83/EC, ansa FEHEPUIHIX
JKapCBKHX 3ac06iB, KTiniym;
AOCIIDKEHHS HE POBOATHCS.

Binnosigno no PeKOMeHnariit
KepiBaHTBa CPMP 11010
HOCIIDKEH S olozocrymHoCTI
Ta 0i0eKBIBANCHTHOCT] (CPMP
/EWP / QWP / 1401/98),
MOCTKEH S
6i0exBIBaNEHTHOCT] He
IIPOBOOSTECS, KO
AOCTIIDKYBAHUI TPOLYKT
BEOMUTECS BHY TPIlHBOBEHHO y
BUTJIAN1 BOOHOTO pO34mRy, 1m0
MICTHTE Ty camy Hirouy
pe40BUHY, MO i pedepeHTHUI
npenapar.

1) tun TIKapChKOTro 3aco0y, 3a gKuM I'eneprunmi
poBOLMIacs abo muanyeThbes peecTpanis



5. IloBHa Ha3Ba k1iHiYHOrO BUNPOGYBanHS,
KOZIOBaHHH HOMEp KIIIHIYHOTO BUIIPOOYBAHHS

6. ®aza KIIHITHOTO BUMTPOOYBAHHS

7. Ilepion mpoBeneHAS KIIHIYHOTO
BUIIPOOYBaHHA

8. Kpainwu, ne nposommnocs xininigne
BUIIPOOYBaHHS

9. KinbKicTs 1oCTimHKyBaHUX

10. MeTa Ta BTOpUHHI 1T KIIIHIIHOTO

BHITPOOYBaHHS

1. Husaity KiniHiYHOTO BHIPOGYBaHHS

12. OcroBHI xpuTepii BKIITOUeHHS

13. NocnimkyBanuit nikapchkuit 3aci6, cnoci6

3aCTOCYBaHHS, cujla nii

i4. Ilpenapar nopisusHus, 1034, crioci6

3aCTOCYBaHHS, Cuja mil

15. CynyTHs Tepanis

16. Kputepii oninku edpextuBHOCTI

17. Kputepii oninxu Geznexu

18. Crartucrtuuni meromu

Ha HanaeTses, ockinbxy kimiHivwi JIOCITIDKEHHS He
TIPOBOIMIIHCS.

Ha HagaeThest, OCKiMBKE KTiHIYHI DOCTiMKeHHS He
TTPOBOIMITHCS.

Ha namaetsest, ockinskm KTiHiuHI qocimKeHHs He
IIPOBOUINCH.

Ha HanaeTses, ockineky xmiHivni gocmipkeHHs He
TIPOBOJUIIHCS.

Ha Hafaersest, OCKINBEKY KTiHIYHI KOCTHKEHHS He
TIPOBOJIAIIHCS.

Ha nanaerscst, ockinexy kniniuni nociimkenns ve
IPOBOJTUINCH.

Ha mapaeTbest, oCKinpKy KITiHIYHI JOCITIHKEHHS He
IIPOBOIMITUCS.

Ha HamaeTbest, OCKINBKY KITIHIYHI TOCTLmKEHHS He
TIPOBOJIMIIUCS.

Ha HafaeThest, OCKIIbKY KMIHIYH] QOCHiIKeH S He
MIPOBOTUIIHCA.

Ha manaetsest, ockinpku xninivni nocmimkenns we
MPOBOJMIHCH.

Ha Hamaerncs, ockinpky xnigiuni JIOCTIDKEHHS He
TIPOBOIMIIUCS.

Ha HanaeTbest, OCKITBKY KITiHIUHI [OCTIDKEHHS He
TIIPOBOOUIIUCS.

Ha nagaeTsest, OCKINIbKYE KTiHIYHI ZOCHIIKEHHS He
IIPOBOIMITUCSL.

Ha mamaeTres, ockinbkn kiminivH nocimke s He
IIPOBOIUITHCSL.



19. llemorpadiuni moxasumuku JOCIDKYBaHOT
nomyJiALi (crars, Bik, paca, Tomo)

20. Pe3ynsrary eeKTUBHOCTI

21. Pesyneraty 6e3mexu

il o

22. BUCHOBOK (3aKMOvEeHHsT)_

3asBHUK i &

Ha namaerses, ockinpky kminivni IOCIIIKEHHS He
IIPOBOJIHITHCSI.

Ha nHamaerses, ockineky knigiuni JOCTIIDKEHHS He
TIPOBOIVITHCS.

Ha nanaetscs, ockineku xininiuai gocmimKenHs He
IIPOBOIMIIHCS.

Ha nanaerscs, ockinbky Kminiuni gocmimrenss ge
IPOBOMIIMCS.

(migrmc)

(BIIacHHK i g s
" AMIIER QBT Jx
peectpariitHoro Xl LR Q-_-._ e anson /

TIOCBi/(YEHHs) (',I—I‘f-il:;:_""B‘:;)a_h__.

e



Hopatok 29

no MNopsigky NPoBEAeHHs ekcnepTuan PeecTpavittnx maTtepianis Ha nikapcbki 3acobm,
Lo noaarTbes Ha AepxaBHy peecTpauiio (nepepeecrpauito),

a TaKoX ekcnepTusm marepianis npo BHeceHHs 3MiH [0 peecTpauiitHmx MaTepianis
npoTArom fii peectpauinHoro noceigyeHHs

(NYHKT 4 poaginy V)

1. HasBa nixapcrkoro IMedopr.

3ac00y (32 HasBHOCT] — Ioporwoxk g PO3YMHY I iH €K1t 260 iHQYsiH mo 2 r y Giakonax.
HOMEp peecTpanifinoro

TIOCBITYEHHS);

1) tun nikapesxoro I'enepuymmniz

3aco0y, 3a sKuM
[posogunacs abo
IIaHYEeTBCS peecTpalis

2) mpoBeneni o TaK i HI AKINO Hi, 06IpyHTYBaTH
JOCTIIKEHHS
BrnacHi noxminiygi JOCIIDKEHHS He
IPOBOMIIHCS, BIMIOBINHO 10 BIMOT o,
10(1) Kepisauursa 2001/83/EC:
«KOIHMX XOHATKOBIX (hapmakomnoriunmx,
dapmaxokineTHuHUX aG0o
TOKCMKOMNOTIYHUX OCTimKEH S Ha
TBapHHAaX I FEHEPHUKIB He

IPOBOJUTHCS Y
2. Qapmakonoris: ®apmakonoriymi AOCIIIKEHHS! He IPOBOMITHCS,
1) nepBunHA He manaerscs, ockinpiu (bapmaxonoriuni AOCTIDKEHHS He IPOBOIIIIHCS,
hapmaxomnHamika
2) BTOpHHHA He nanaerscs, ockinpiu bapmaxonoriyni ROCIIDKEHHS HE IPOBOIHITHCS,
(bapmakomHamika
3) bapmakonoris He manaerres, ockinpiu bapmaxonoriyni MOCIIIDKEHHS HE TIPOBOTHITHCS.
Oesmexu
4) dapmaxonuHamiyni He nanaerscs, ocxinpxu hapmakonoriumi gocmimrenns HE NMpOBOUIIHCS,

B3aeMomiy



3. QapmakokineTHka: DapMakoKiHeTHYH] OCITi mKeH s He TIPOBOAMIIHCA.

1) avanituani metomukn  He HAa€TLCA, OCKINBKY (hapMaKoKiHeTHyw] JOCTI/DKEHHS He

Ta 3BITH OO iX TIPOBOJUITHCS.

BauTi fanii

2) BCMOKTYBaHHSI He manaerses, ockinpku apmaxoxineTHYH] KOCITimKeHHS He
IPOBOAMITHCSI.

3) posmonin He vanaetses, ockinbku (hapmakoKiHeTHYHI KoCTimKeH S He
TIPOBOIMIIHCS.

4) metabonizm He nanaerscs, ockinekn hapmaxokiHeTHuH] KoCTimKEHHS He
TIPOBOIMJINCS.

5) BUBeEHHS He nanaerscs, ockinpkn hapmaxoxineTiani nocmimkenns e
TIPOBOJHIIMCSI.

6) bapmakokineTnaHi He Hanaetres, ockinbku bapmakoxineTHYHI TOCTiPKEH S He

B3aEMOIIT (noKsTiniumi) ITPOBOJUIIHCS,

7) iHmi He nanaetscs, ockinpiu hapmaxokineTnyHi KocimKeHHs He
(papMaxokiHeTHYH] NPOBOAMIINCS.
NOCIDKEHHS

4. Toxcuxomoris: Toxkcukonoriyni JOCITiJUKEHHS HE IPOBOTUIINCS.

1) Toxenunicts y pasi He Hafaetses, ockinbku TOKCHKOJIOTIYHI JOCTIIKEHHS He ITPOBOIUTHCS.
OIIHOPa30BOIr0 BBEACHHS]

2) ToxcuunicTe y pasi He manaerses, ockinbkn TOKCHKOJIOTIYHI JOCTiKEHHS He NIPOBOJHUITHCS,
TIOBTOPHHUX BBEAEHD

3) FeHOTOKCHYHICTh: He HaJA€THCA, OCKUTBKH TOKCHKOIOTIYH] JOCTIJDKEHHES He MIPOBOOMITHCS.
n vitro

In vivo (BKIIIOYAIOun He mamactbes, ockimpku TOKCHUKOJIOTIYHI JOCIDKEHHS He TIPOBOIMIINACS,
NOINaTKOBY OLIHKY
3 TOKCHKOKIHETHKH )

4) KaHIEPOTeHHICTE:! He nanaetses, ockinbkn Toxcukonoriymi HOCIIDKEHHS He TIPOBOMMIHCSL,



JOBroCTpOKOB] He HaaeThCs, OCKINbKY TOKCHUKOJIOTIYH] HocHimKen s HE ITpOBOMMITHCY,
HOCIIDKEHHS

KOpOTKOCTPOKORBi He HalaeTwvcs, OCKIIBKH TOKCHKOMNOTIYHI JOCITI mKeHHs HE IPOBOIUIUCS.
AOCTIKEeH S a6o

HOCTIIKEHHS CepeaHpol

TPUBAJIOCTI

AOJIATKOBI HOCII ke He HalaeTLCs, OCKINbKH TOKCHKOJIOTIYHI JOCTi mKeH S HE IIPOBOAMIIHCS,

5) penpoaykTuBHa He HaAETLCA, OCKINBKY TOKCHUKOIIOTIYHI HOCITi[oKeHHS He MIPOBOMIIMCS.
TOKCUYHICTE Ta

TOKCUYHHH BIUTUR

Ha pO3BUTOK MOTOMCTR]:

BIUIMB Ha (epTunbricTs | He HANA€THCA, OCKITBKH TOKCHKOMOTIqH] AOCTIDKEHHS HE IIPOBONUITHCS.
PaHHIH eM6pionanbHuiL

PO3BHTOK
eMbpioTokcnunicTs, He nanaerscs, ockinpxn TOKCHKOJIOTIYH] NOCTimKeH S He IIPOBOIUITHCS.
NpCHATANbHA | He manaerscs, ockinpkn TOKCHKOJIOTTYHI I0CTiIKkeRHS e IIPOBOHIIHCS.
IIOCTHATANTEHA

TOKCUYHICTE

ROCTIUKEHHS, Pyt skux ~ He HaNIa€ThCA, OCKITEKY TOKCHKOMOr ] MOCIIIDKEHHS He TIPOBONMIHCS.
NIpenapar yBoguThLcs

OTOMCTBY

(HecTateBo3pimum

TBapHUHAM) Ta/a6o

OLIHIOETBCS Binanena

Iist

6) Micuepa He namaetses, ockinpxu TOKCHKOJIOTIYHI IOCITi IkeH S He MIPOBOTUIIUCS,
[ICPEHOCHMICTE

7) nojparkosi He manaertscs, ockinpxu TOKCUKONOTIYHI NOCIIIKEHHS He IIPOBOIUIIHCS.,
TOCTIKEHHS
TOKCHYHOCT]

AHTHTeHHICTh He manaetscs, ocxinpxu TOKCHUKOJIOTIYHI JOCII[DKEHHS He IPOBOJUNHCS.
(YTBOpEHHS AHTHTLI)



JIKaPCBKa 3aNeXXHICTE He nanaerses

TOKCHYHICTE MeTaGomiTie He Halla€ThCsl, OCKINBEKH TOKCUKOIOr K] AOCTIKEHHS He IPOBOIHIIHCS,

TOKCUYHICTE TOMILIOK He Hagda€eTbCd, OCKIILKH TOKCHKOJIOTIYHI JOCTiKeH S He IMPOBOLUINCS.
1HIIE He nanaerscs, ockinsxu TOKCHKOJIOTTYHI JOCTimKen s He IIPOBOHIIACS,
5. BucHoBxn mono = He {RIAETHCA, OCKIBKY BIIACHT MOKMiHigHi JOCTJDKEHHS He IIPOBOMITHCS,

JOKIIHIYHOTO BUBHe f?rm B’I,EL}LO A0 Bamor ct. 10(1) Kepisaunrea 2001/83/EC.
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